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In the claims: 



Please add the following new claims 149-214, and then cancel claims 72-148. 



9. A controlled release dosage form for oral administration to a human 
comprising a therapeutically effective amount of azithromycin and one or 
more_a dditional components,^ said dosage form controlling a release rate 
of the azithromycin into the gastrointestinal tract of the human to which 
the dosage form is administered to decrease the incidence or severity of 
gastrointestinal side effects, said rate releasing the bulk of the 
azithromycin in a portion of the gastrointestinal tract distal to the 
duodenum. 

The controlled release dosage form of claim yie9 that releases 80% or 
more of the azithromycin in the portion of the gastrointestinal tract distal 
to the duodenum. 



iSI . A controlled release dosage form for oral administration to a human 

comprising a therapeutically effective amount of azithromycin and one or 
more additional com ponents , said dosage form controlling a release rate 
of the azithromycin into the gastrointestinal tract of the human to which 
the dosage form is administered to decrease the incidence or severity of 
gastrointestinal side effects, said rate re leasing no more th an 7 0% of the 
azithromycin within one-half hour from time of ingestion. 

The dosage form of claim 1^ that releases no more than about 10% of 
the azithromycin in the stomach. 

5 

The dosage form of claim 1^ that releases no more than about 10% of 
the azithromycin in the stomach. 

4. The dosage form of claim 1^ wherein the azithromycin is in the form of a 
pharmaceutically acceptable salt. 

5. The dosage form of claim 1S3 wherein the azithromycin is in an 
anhydrous form. 
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ioB. The dosage form of claim 153 wherein the azithromycin is in a hydrated 
form. 

The dosage form of claim 15o wherein the azithromycin is in a dihydrate 
form. 

t&8. The dosage form of claim 153 that releases no more than an additional 




10% of the azithromycin during the first 30 minutes after the dosage 
form has exited the stomach. 



of claim l^gf^ha 



The dosage form of claim ^pZ that releases no more than an additional 
10% of the azithromycin during the first 15 minutes after the dosage form 
has exited the stomach. 

f 

1€0. The dosage form of claim ■J/53 that releases no more than an additional 
^ 10% of the azithromycin during the first 15 minutes after the dosage form 
has entered the duodenum. 

1^^ The dosage form of claim l^^f^wherein substantially all of the 

azithromycin is released for absorption in the gastrointestinal tract and 
before excretion from the body. 

^Jt^^The dosage form of claim I^^J^erein said azithromycin is present in an 



amount of from about 1 gram to about 7 grams. 




li^^^he dosage form of claim wherein said azithromycin is present in an 
amount of from about 1 .5 grams to about 4 grams. 

The dosage form of claim Igt) comprising a plurality of particles, said 
particles having a diameter of from about 50 micrometers to about 3 
millimeters. 

The dosage form of claim wherein said particles comprise 
azithromycin and a pharmaceutically acceptable carrier or diluent. 
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The dosage form of claim 181 comprising a plurality of particles, said 
particles having a diameter of from about 50 micrometers to about 3 
millimeters. 

, The dosage form of claim 151 comprising a plurality of particles, said 
particles having a diameter of from about 50 micrometers to about 400 
micrometers. 

168. The dosage form of claim t52 comprising a plurality of particles, said 
^ particles having a diameter of from about 50 micrometers to about 400 
micrometers. 

f The dosage form of claim ■ys^omprising a plurality of particles, said 
particles having a diameter of from about 50 micrometers to about 3 
millimeters. 

' ^ The dosage form of claim 1^ comprising a plurality of particles, said 
particles having a diameter of less than about 350 micrometers. 

^\ Jm A. The dosage form of claim or claim 151 comprising a capsule, a 
tablet, a suspension or a sachet. 



yj'i. ■ 



The dosage form of claim IjS^comprising a sachet 



The dosage form of claim^^lji4 wherein said particles further comprise a 
matrix material. 

4. The dosage form of claim 173 wherein said matrix material is selected 
from the group consisting of waxes, cellulose and derivatives thereof, 
polymers; and mixtures thereof. 



. The dosage form of claim i;?4 further comprising a release-modifying 
agent. 



r6. The dosage form of claim 1^ comprising a hydrogel. 
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l^:^The dosage form of claim^S, orj;60 comprising a plurality of 
particles, said particles having a diameter of from about 50 
micrometers to about 3 millimeters, and said particles further 
comprising a core, said core having a first surface coating thereon. 

, . ^ I^^The dosage form of o\a\m yd, y^^ovJ^^^Qmpv\s\r\Q a plurality of 
f particles, said particles having a diameter of from about 50 micrometers 
to about 3 millimeters and said particles further comprising a core, said 
core having a first surface coating thereon. 

^ \yfQ, The dosage form of claim 178 wherein said core comprises azithromycin 
^ and a pharmaceutically acceptable vehicle, carrier or diluent. 

" >60. The dosage form of claim 1^ wherein said first surface coating 
comprises a sustained release coating. 

>ei . The dosage form of o\a\m^47 wherein said first surface coating 
comprises a delayed release coating. 

2. ' The dosage form of claim 178 wherein said first surface coating 
comprises a sustained release coating. 

J;^^The dosage form of claim^^J^^herein said first surface coating 
comprises a delayed release coating. 

^^I^^The dosage form of claim^^;J^further comprising a second surface 
coating on said core. 

liSS. The dosage form of claim yfS further comprising a second surface 
coating on said core. 






. The dosage form of claim 184 wherein said second surface coating 
comprises a sustained release coating. 

The dosage form of claim 1;8S wherein said second surface coating 
comprises a sustained release coating. 
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The dosage form of claim 1^84 wherein said second surface coating 
comprises an enteric coating. 

The dosage form of claim 106 wherein said second surface coating 



comprises an enteric coating. 




* controlled release multiparticulate dosage form of azithromycin 
comprising a plurality of particles, said particles having a diameter of from 
about 50 micrometers to about 3 millimeters and said particles further 
comprising a core, said core having one or more surface coating thereon. 

191 . A method for administerlhg azithromycin to a human in need of treatment 
comprising orally administerhig a/herapeutically effective amount of the 
dosage form of claim 1 50 or cla.im 151. 

192. A method for administerirtgazfthromycin to a human in need of treatment 
comprising orally administerj/^a therapeutically effective amount of the 
dosage form of claim 149. 



193. A method of therapy compMshig administering the dosage form of claim 
159. 



1 94. A method of therapwcra^ administering the dosage form of claim 
164 or claim lefe. 

195. The method of dd:p(^^^^\x\^x\s\v\i^ administering a single dose. 

196. The method ofyclainyl^ywherein the dosage form further comprises a 
multiparticulatMopm or^ unit dose pack. 

197. The method of/clarin^^ wherein the dosage form further comprises a 
bursting coated swelling co^. 



198. The method of claim 19ts\^herein the dosage form further comprises a 
membrane-moderated or reservoir system. 
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199. A method for administePhqg azithron^ycin to a human in need of treatment 




comprising orally administering a therapeutically effective amount of the 



dosage form of claim 153. 



A 



V 



200. The method of claim 199 wherein the dosage form further comprises a 



matrix multiparticulate. 



\ 



201 . A method for administe^ng azithromycin to a human in need of treatment 
comprising orally administe/ing a therapeutically effective amount of the 
dosage form of claim 158.i 



202. A method for administeririlg^azithrdmycin to a human in need of treatment 
comprising orally adminifeterihg a therapeutically effective amount of the 
dosage form of claim 1 39. ^ 

203. The method of claim 2p^ whej^ein the dosage form comprises a delayed 
release dosage form 



204. The method of claiim203 wherein the delayed release dosage form is a 

pH-dependent cpamd tablejf. 

205. The method/of clairm 202 wherein the dosage form further comprises a 
bursting osmotic ccire device. 



206. A method for pf^pbrirfg/tfte dosage? form of claim 150 comprising: 

granulating azithrc^nycin bul\ drug substance with a bind, and coating 



207. 



the resulting granijl 
permeability to azi 
said dosage form 
gastrointestinal tn 



with one\OT more polymer coatings of controlled 
hrcWiycin, such that when administered to a human, 
eleas^s tl^ bulloof the azithromycin in a portion of the 
ct distatNto the duodtenum. 



A method for pre 
granulating 
the resulting 

permeability to a^thromyc 
said dosage form 
gastrointestinal tr^ct 



ring the dosage form of claim 151 comprising: 
azithromycin bulk drug\substance with a binder, and coating 
gran jles with one or mVe polymer coatings of controlled 



in, such thatvwhen administered to a human, 
releases the bulk of th^ azithromycin in a portion of the 
distal to the duodenum. 
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2€f^. The dosage form of claim 1^ comprising a matrix multiparticulate. 
< 209. /The dosage form of claim ^1 comprising a matrix multiparticulate. 

^ £^ 

210: The dosage form of claim 2;p6 wherein said matrix multiparticulate 
^ comprises a plurality of azithromycin-containing particles, each particle 
comprising a mixture of azithromycin with one or more excipients, said 
mixture forming the matrix limiting the release rate of the azithromycin 
into the gastrointestinal tract. 

1 The dosage form of claim 209 wherein said matrix multiparticulate 
comprises a plurality of azithromycin-containing particles, each particle 
comprising a mixture of azithromycin with one or more excipients, said 
mixture forming the matrix limiting the release rate of the azithromycin 
into the gastrointestinal tract. 

2;J^. The dosage form of claim ^08 wherein said release rate is such that no 
/ more than 70% of the azithromycin is released within about one-half hour 
from time of ingestion. 



method for reducing the incidence and severity of azithromycin 



^ gastrointestinal side effects in a human orally dosed with a therapeutically 
effective amount of azithromycin comprising limiting the exposure of the 
duodenum to orally dosed azithromycin. 

f 

4. A method for reducing the incidence and severity of azithromycin 

gastrointestinal side effects in a human orally dosed with a therapeutically 
effective amount of azithromycin comprising increasing the ileocecal 
absorption of azithromycin and decreasing the duodenal absorption of 
azithromycin in the gastrointestinal tract of the human. 
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